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L .IDA MuBicaL PROBYUCTS Xarua...

1. Name (give labeled strength & mftflabeler, if known)
a1 TYLENOL W/ CODEINE NO.
3(tablet ACETAMINOPH@[_CODEJINE)
[ ASPIRIN(ACETYLSALIC'YLIC ACID)
2. Dose, frequency & route used T 3. Therapy dates {if unknown, give dunation)
" o for best o
|1 X E Adverse event and/or D Prodect problem (e.8-. defects/malfunctions) oral . 7] h—;, / —,94:7 -,: ?
”
© O et e s e ety - | % oral " 22/222/22
itaf anomal 4. Diagnosis for use (indication) 5. Eventabated after use
E] death -7-?-4-2-?-24,.2_2__ gmqu‘im; inluvent.i:n ° ft UNKNOWN stopped or dose reduced
D life-threatening permanent impairment/damage r 73 o " D)‘S D no wm“
O hospitalization - initial or profoaged [ other: UNKNOWN 2eely
- - - % [Ty [ oo [ docsn
ERTYT D st s - 6. Lot# (if known) 7. Exp.date  (if known) apply
event ?2?2/22?2/2?2 this repart 11/04/99 n “ 8. Event reappesced after
[ eitid] {omadngsy o3 — . s relotroduction
5-Du:ﬂbem-torpnblu- 7] Dys Dno mdoun‘l
Report published in 1928 Annual Report of - NDE# - for product probiems oy i known) 2l
the American Association of Poison Control 7 [dyes [Jno Dgg&m
Centers National Data Collection System Y
(case 163). A 77—y€:ar—old patient (sex 10. Con:omimtmedk?lpnducu andﬂmapydm(exdudcmlnm(o(cvem)
No Concomitant Products Reported

unspecified) diegd following accidental
misuse of acetaminophen with codeine, and
acetirlsalicylic acid. Serum acetaminophen
level 50.6 meg/ml.

Additional information received 4-Nov-99;
This 77 year old female with a history of
alcohol abuse and known cirrhosis was" found

G AN manulacturers

obtunded at home after ingesting an unknown n T
joor r of acetaminophen with codeine 30 mg I+ Comtact offce - name/address (& méring st for dovics) 2. Phone number
)2 previous night. oOn arrival to the R.W. JOHNSON PHARM. RES. INST. p08-704-4504

““2rgency room, the patient received 50% Usa

dxtrose and naloxone without improvement . DIV. OF ORTHO PHARMACEUTICAL 3 Report source

Vitals were heart rate, 88; BP, 90/60 mmHg; CORP. {chock al that apply)

respiratory rate, 24; and temperature, 34.6 920 U.S. Route 202 [ foccign

degrees C. ABRG's were pH, 7.36; PCO2, 29 P.0O. Box 300

mmHg; and PO2,80 mmHg. Other labs on Raritan NJ 08869 [J suey

admission include sodium, 127 mEq/L; usa - Kl tierate

gotassium, 4.6 mEq/L; chloride, 97 mEq/L; ( Informing Unit )
icarbonate, 18 mmHg; BUN, 47 mg/dL; and O consumer
glucgiel;‘b49 l'l:l /dL,219\S'£, 4270dU/1’(.-; 1 11.8 Bl bean
rothrombin ime, . seconds (contro . 4. Date received by manufactarer s. profcssional
Lgeconds), total bilirubin, 0.6 mg/dL; and (medayiyr) Y (ANDA® 85-055 N
{(Cont ) 11/04/99 : D user facility

6. Relovast testutaberstery data,  inchading daes IND# [ compony

Acetaminophen levels were 50.6 mcg/ml at 6 IfIND, protecol # PLAY Fepreseatative

4:00 am (on admission), 49.¢ mcg/mL at 8:30 (] dissibuor

am, and 41 mcg/mL at 12 noon. pre-1938 (d res

(Lab data cont.) T Typeotrion, O oer

{chock all that appiy) ::—'m [0
D Say E [5-day 8. Adveuuvenlum(s)
[3 100y - [T peciodic 1) THERAPEUTIC RESFONSE
el . INCREASED
O i & towaps _1_ | 2) HEPATIC FUNCTION
{(Cont ) ABNORMAL

7 Oumtmq-hd"%rm"lm‘“mﬂdmﬂ (e.g., aliergies, race, 9. Mfr. repert nurber 13) PROTHROMBIN DECREASED

pregnancy. smolking and alcohol e, hepatic/renal dysfunction, etc.) PRIUSA1999006500 4) STUPOR

Alcohol abuse, cirrhosis

1. Name, address & phone # R e —
Dr. Toby Litovitz TS t -
National Capital Poisqn™ Center - -
Georgetown University Hos::ri_ln‘/ll 2 1223
3800 Reservoir Road NwW hhd NN
Washington, DC 20007
usa oy
4’ -
Submission of a report does mot canstitute an 2. Health professional? 3. Occupation 4. g‘;?:‘em;‘ll)‘:o

— dmission that medical p nel, user facility, s

dhﬁ'ibuhf.mluu{ltmrerorpmdmau:dor Lm yes D no PhYSlCIan D yes D no E unk

IS00A Facsimile contributed to the event.
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e o e e MIr. report # : PRIUSA 1999006500

Date of this report : 11/04/99

- ntinuation Sheet for FDA-3500A Forns

B. Adverse event or prodeci problem

B.5 Describe evess or problem (Cont...)

aceiylsalicylic acigd 35 mg/L.
admg‘.ss.jlon) '
a

B.6 Relevant tests/laboratory data, including dates (Cont...)

Lab Result ;
81.8o. Test date Test name Test result Normal value
1 ?2/722/%22 ASPARTATE! AMINOTRANSFERASE 4270 tuyy,
' ’ tinternational
unic/liter)
BICARBONATE ImH
(millimeter
mercury)
BILIRUBIN, TOTAL 6 mg/dL
(milliqram/decili—
ter)
BLOOD GAS 29 mmHg
(millimeter
mercury)
PCO2
BLOOD cas 80 mmHg
(millimeter
mercury) .
PO2
BIOOD UREA NITROGEN 47 mg/dL,
(milligram/decilj-
ter)
& CHLORIDE 97 mEq/L
\ﬁ (milliequivalencl-
S licer)
o DRUG LEVEL 50.6 mcg/mL
7 (microgram/millil—
iter)
acetaminophen
DRUG LEVEL 35 mg/L
(mil igram/licer)
GLUCOSE 49 mg/d1
(milligram/decili-
ter)
PH 7.38
POTASSIUM 4.6 mEy/L
(milliequivalent/‘
.liter)
PROTHROM TIME 29.4 sec (second)
{control 11.8 seconds)
SODIUM 127 mEq/L
(milliequivalent/-
liter)
Source of report (Literature):
Seq No. : 1
Author : Toby Litovitz
Journal titte : 1988 Annual Report of the American Association of
Poison Control Centers National Data Collection
System ‘
Year : 89
Edition : 7(5) .
Page number : From 495 1o 545
Article title : American Journail of Emergency Medicine
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